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Election/Restrictions 

Applicant's election of a clinical action which is a warning in the reply filed on 
1 1/13/06 is acknowledged. Because applicant did not distinctly and specifically point 
out the supposed errors in the restriction requirement, the election has been treated as 
an election without traverse (MPEP § 818.03(a)). 

Claims 8, 9, 17, 25, 26, 34, 42, 43, and 51 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species, 
there being no allowable generic or linking claim. Election was made without traverse 
in the reply filed on 1 1/13/06. 

An action on the merits of claims 1-7, 10-16, 18-24, 27-33, 35-41 , and 44-50, as 
they read on the elected species, follows. 

Drawings 

New corrected drawings in compliance with 37 CFR 1 .121 (d) are required in this 
application because portions of Figures 3-5 are so dark that it is impossible to determine 
what is being shown. Applicant is advised to employ the services of a competent patent 
draftsperson outside the Office, as the U.S. Patent and Trademark Office no longer 
prepares new drawings. The corrected drawings are required in reply to the Office 
action to avoid abandonment of the application. The requirement for corrected drawings 
will not be held in abeyance. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-7, 10-16, 18-24, 27-33, 35-41, and 44-50 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Claims 1,18, and 35 recite a step/component of comparing a genetic test result 
value to a list of polymorphism values "associated with an atypical clinical event." 
Earlier steps had associated a gene with a clinical agent. It is unclear whether the 
"atypical clinical event" is also intended to be associated with the clinical agent, or only 
with the polymorphism value. It is noted that multiple polymorphism/gene values may 
be associated with a single clinical agent, and that multiple clinical agents may be 
associated with a single polymorphism, thus an "atypical clinical event" associated with 
a polymorphism value is not necessarily one which is also associated with a particular 
clinical agent. As the intended limitation is not clear, the claims are indefinite. Claims 2, 
3, 10, 1 1-16, 19, 20, 27-33, 36, 37, and 44-50 depend from one of claims 1 , 18„ or 35 
and fail to clarify the limitation, and are therefore also indefinite. 

Claims 5, 22, and 39 limit a plurality of genes to have particular properties. It is 
unclear what limitation of the claimed METHOD or device (for performing a method) is 
intended by limiting genes to have one or more variants, particularly when the parent 
claims recite determining if a gene (singular) is associated with clinical information, and 
obtaining a genetic test result value (singular) for the gene. If applicant intends that 
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association, etc. be performed for multiple genes, then this is not clearly recited. As the 
limitation (s) intended in claims 5, 22, and 39 are unclear, the claims are indefinite. 

Claim 10 recites that a genetic test result value "is obtained" from an electronic 
medical record. It is unclear whether applicant intends a method step; i.e. one of 
obtaining the record, or intends a limitation of the genetic test result value. If the former, 
then applicant is reminded that method steps should be recited in active, positive 
format. IF the latter, then it is further unclear what limitation of the method is intended 
by reciting a source of data. 

Claims 27 and 44 recite that a genetic test result value "is obtained" from an 
electronic medical record. As the claims are directed to products, it is unclear what 
limitation of the product is intended by reciting an apparent method step. If applicant 
intends a limitation of the genetic test result value, then it is further unclear what 
limitation of the product is intended by limiting data. 

Claims 11-13, 28-30, and 45-47 recite a "second data structure." As no "first 
data structure" is recited in any of parent claims 1,18, and 35, it is unclear what is 
intended by a "second data structure." It is noted that the parent claims recite a "list" of 
polymorphism values; however, a list is not generally considered a "data structure." As 
the limitation intended is unclear, the claim is indefinite. 

Claim 14 recites that first and second data structures "are integrated" as a 
single data structure. IT is unclear if applicant intends a method step; i.e. one of 
integrating data structures, or intends a limitation of the data and/or data structures. If 
the former, then applicant is reminded that method steps should be recited is active, 



Application/Control Number: 10/826,595 Page 5 

Art Unit: 1631 

positive terms. If the latter then it is noted that the limitation is nonsensical as the claim 
appears to limit two different data structures (first and second) to be a single data 
structure. It is noted that a single data (integrated) structure may COMPRISE two 
(smaller or disparate) data sets, but the claim does not clearly set forth such a limitation. 
As the limitation is intended is unclear, the claim is indefinite. 

Claims 31 and 48 recite that first and second data structures "are integrated" as 
a single data structure. As the claims are directed to products, it is unclear what 
limitation of the product is intended by reciting an apparent method step. If applicant 
intends a limitation of the data and/or data structures, then it is noted that the limitation 
is nonsensical as each claim appears to limit two different data structures (first and 
second) to be a single data structure. It is noted that a single data (integrated) structure 
may COMPRISE two (smaller or disparate) data sets, but the claims do not clearly set 
forth such a limitation. As the limitation intended is unclear, the claims are indefinite. 

Claims 15, 32, and 49 recite the limitation "the patient specific risk" each in line 2. 
There is insufficient antecedent basis for this limitation in the claim. Parent claims 1,18 
do not recite either a patient or a risk of anything, therefore there is no antecedent basis 
for either a "specific patient" or a "specific risk TO a patient" in the claims. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-7, 10-16, 18-24, 27-33, 35-41, and 44-50 a are rejected under 35 
U.S.C. 103(a) as being unpatentable over HOGAN (US 2002/0110823, filed 7/11/00) in 
view of USAMI et al. (J. Human Genetics (1999) vol. 44/5, pp. 304-307). 

HOGAN teaches a method of preventing adverse reactions to operative and 
post-operative drugs (agents) comprising receiving/obtaining data about clinical agents, 
and whether the clinical agents are associated with one or more genes (para's 117 and 
136), as in claims 1,18, and 34. HOGAN teaches comparing genetic test result values 
for multiple genes to polymorphism values associated with adverse reactions; i.e. risks 
associated with atypical clinical events (para's 186, 115, 129, and 136-147), and 
teaches that "agent information" may include dosage and other PK/PD parameters 
(para 129), as in claims 1,2, 4,5, 11, 12, 14, 16, 18, 19,21,22,28,29,31,33,35,36, 
38, 39, , 45, 46, 48, 50. HOGAN teaches outputting information about the atypical 
clinical event associated with the polymorphism value(s) such that a "clinical action" 
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may be initiated (para's 190-191), as recited in claims 6, 13, 23, 30, 40, and 47. 
HOGAN teaches that clinical agent and genetic information may be stored and 
communicated via various computerized applications, including electronic medical 
records (para's 186 and 188), thus making obvious a computer system and computer 
readable medium for performing his analysis, as recited in claims 3, 10, 20, 27, 37, and 
44. 

Although HOGAN teaches that his agents cause adverse clinical reactions (para 
126), he does not specifically teach that his output is a "warning" that an agent should 
not be administered. 

USAMI teaches that where a person is known to have a polymorphism indicating 
an adverse reaction to a clinical agent, a warning is initiated that the person should not 
be administered the agent (p. 306). 

It would have been obvious to one of ordinary skill in the art to have initiated a 
warning in the method, system and medium of HOGAN that an agent should not be 
administered, as taught by USAMI, where the motivation would have been to save lives 
and prevent adverse reactions to the agent, as taught by both HOGAN (para's 126 and 
194) and USAMI (pp. 306-307: Discussion). 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marjorie A. Moran whose telephone number is (571) 
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272-0720. The examiner can normally be reached on Monday-Friday; 6 am-2:30 pm 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on (571)272-081 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



EST. 



Marjorie A. Moran 
Primary Examiner 
Art Unit 1631 





